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This newly updated edition of the benchmark guide to computer-assisted clinical trials provides a
comprehensive primer for prospective managers. It covers every critical issue of the design and conduct of
clinical trials, including study design, organization, regulatory agency liaison, data collection and analysis, as
well as recruitment, software, monitoring, and reporting.

Keeping the same user-friendly format as the original, this Second Edition features new examples and the
latest developments in regulatory guidelines, such as e-submission procedures and computerized direct data
acquisition. The new edition also reflects the increasing globalization of clinical trial activities, and includes
new information about international standards and procedures, including the Common Technical Document
and CDISC standards.

This step-by-step guide is supported by handy checklists and extracts from submitted protocols. Experienced
author and consultant Phillip Good incorporateshumorous yet instructive anecdotes to illustrate common
pitfalls. Based on the proven industrial formula of planning, implementing, and finally performing essential
checks, the book's three sections-"Plan,” "Do," and " Check"-includethe following material:

* Should the trials be conducted?

* Put it in the computer and keep it there

* Staffing for success

* Designing trials and determining sample size

* Budgeting

* Recruiting and retaining patients and physicians

* Data management

* Monitoring the trials

* Dataanaysis

* After action review

* Exception handling

Executive and managerial professionalsinvolved in the design and analysis of clinical experiments, along
with clinical research associates, biostatisticians, and students in public health will find A Manager's Guide
an indispensabl e resource.

Praise for the First Edition:

". .. readable, informative and at times witty . . . never stops being concise and well written . . . abook worth
aread..."

-Statisticsin Medicine

"The book is very prescriptive and full of lists and tables with which to guide managers in making effective
decisionsin using computer-assisted clinical trialsin pharmaceutical studies." -Technometrics

"This book is must-have reading for anyone in the business. . ."



-Clinical Chemistry
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From reader reviews:
Nathan Osbor ne:

The book A Manager's Guide to the Design and Conduct of Clinical Trials gives you the sense of being
enjoy for your spare time. Y ou may use to make your capable more increase. Book can to be your best friend
when you getting stress or having big problem with the subject. If you can make looking at a book A
Manager's Guide to the Design and Conduct of Clinical Trialsto get your habit, you can get considerably
more advantages, like add your personal capable, increase your knowledge about many or all subjects. You
could know everything if you like start and read a book A Manager's Guide to the Design and Conduct of
Clinical Trials. Kinds of book are alot of. It means that, science e-book or encyclopedia or others. So , how
do you think about this reserve?

Ruth Snider:

The book untitled A Manager's Guide to the Design and Conduct of Clinical Trials contain alot of
information on the item. The writer explains your girlfriend ideawith easy way. The language is very
straightforward all the people, so do not really worry, you can easy to read it. The book was compiled by
famous author. The author will take you in the new era of literary works. It is possible to read this book
because you can continue reading your smart phone, or product, so you can read the book throughout
anywhere and anytime. In a situation you wish to purchase the e-book, you can open their official web-site
along with order it. Have a nice study.

Denise Wallis;

This A Manager's Guide to the Design and Conduct of Clinical Trialsis new way for you who has curiosity
to look for some information as it relief your hunger associated with. Getting deeper you onto it getting
knowledge more you know or perhaps you who still having little digest in reading this A Manager's Guide to
the Design and Conduct of Clinical Trials can be the light food for yourself because the information inside
this kind of book is easy to get by anyone. These books build itself in the form that is certainly reachable by
anyone, sure | mean in the e-book type. People who think that in book form make them feel sleepy even
dizzy this e-book is the answer. So you cannot find any in reading a publication especially this one. Y ou can
find what you are looking for. It should be here for an individual. So , don't missthe ideal Just read thise-
book variety for your better life aswell as knowledge.

Enrique Boggs.

E-book is one of source of knowledge. We can add our know-how from it. Not only for students but in
addition native or citizen need book to know the revise information of year to help year. As we know those
ebooks have many advantages. Beside many of us add our knowledge, may also bring us to around the
world. Through the book A Manager's Guide to the Design and Conduct of Clinical Trials we can consider
more advantage. Don't you to be creative people? Being creative person must love to read a book. Just



choose the best book that appropriate with your aim. Don't always be doubt to change your life by this book
A Manager's Guide to the Design and Conduct of Clinical Trials. Y ou can more inviting than now.
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